Drug development history, "overview," and what are GCPs?
History shows that regulation of the pharmaceutical industry came about as a result of unfortunate incidences in which self-control by the industry was insufficient. All facets of drug manufacturing and preclinical laboratory research and development are regulated by GMPs and GLPs. Only part of the GCPs, as proposed, have become regulations. The pharmaceutical industry has an attrition rate of NCEs, from discovery to product, of 10,000 : 2. Research and development to market a product consumes 12 years (approximately 71% of patent life) and costs more than +250 million. The industry will be well served to closely monitor itself through conformance to GCP guidelines and regulations to avoid further government regulation.